




Health Ethics Commission of the São João Hospital 

and the Faculty of Medicine of the University of Porto 

 

Statement 

 

Project title: Contribution of endoscopic ultrasound and biomarkers in the management 

of pancreatic adenocarcinoma and its precursor lesions 

Principal researcher’s name: Pedro Manuel Gonçalves Ribeiro  

Department where the study will take place: Gastroenterology Department of São 

João Hospital 

 

Aim and relevance of the study:  

The aim of this investigational project is: 

-To characterize, by endoscopic ultrasound, malignant lesions or lesions with possible 

malignant potential, in patients with pancreatic cancer or at-risk population patients. 

-To establish eventual correlations between the endoscopic evaluation findings and the 

levels of the studied biomarkers. The study group will consist of 150 patients divided into 

5 subgroups: 

-40 patients with newly diagnosed pancreatic cancer 

-30 patients with pancreatic mucinous cystic lesions 

-30 patients with chronic pancreatitis 

-30 patients with late onset of type 3c diabetes mellitus 

-20 patients with a hereditary cancer syndrome (Peutz-Jeghers, hereditary pancreatitis 

or other with a clearly increased risk of pancreatic cancer) 

Participants will undergo endoscopy with eventual injection of contrast or aspiration 

puncture, if indicated. 

When the researcher was questioned, the ethical rationale for the inclusion of stratified 

patients in the different research groups was satisfactorily clarified. 

To the extent of the diagnoses reached, the patients will be offered therapeutic 

intervention according to the indications of the Department. 

The financial support of the study is dependent on applications for research grants from 

the Portuguese Society of Gastroenterology and the Portuguese Society of Digestive 

Endoscopy. 

 



The Director of the Department expressed his approval for carrying out the study. 

Benefit/Risk: The risk is related to the performance of the digestive echoendoscopy, the 

inoculation of the contrast product and the performance of the aspiration biopsy. 

 

Respect for freedom and autonomy of the trial subject: Participants will be asked to 

present a free, clarified, and informed consent using an official document issued by this 

Hospital. The information to be made available to patients indicates the inherent risks of 

participating in the research. 

 

Data confidentiality: Data will be anonymized at source 

Connecting link: Not applicable 

Compensation: Not applicable 

Continuation of treatment: Not applicable 

Data ownership: The data will be the property of the Researcher and criteria for 

disseminating the results will apply (aimed to elaborate a Doctoral Thesis) 

Researcher's CV: Adequate to the research profile. 

Expected date for study completion: December 31, 2017 

 

Conclusion: The issue raised in the initial statement was satisfactorily addressed 

therefore there are no ethical objections against the realization of this research project, 

in its current methodological definition. 

 

São João Hospital, Porto, 2015-12-11 

 

The Rapporteur 

Doctor Filipe Almeida 

(signed) 

 

 


